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permanent and may be removed by 
your dentist.’’

(f) Optional additional labeling state-
ments—(1) For fluoride treatment rinses 
and preventive treatment gels. The fol-
lowing labeling statement may appear 
in the required boxed area designated 
‘‘APPROVED USES’’: ‘‘The combined 
daily use of a fluoride preventive treat-
ment’’ (select one of the following: 
‘‘rinse’’ or ‘‘gel’’) ‘‘and a fluoride tooth-
paste can help reduce the incidence of 
dental cavities.’’

(2) For dentifrice products containing 
1,500 ppm theoretical total fluorine. 
‘‘Adults and children over 6 years of 
age may wish to use this extra-
strength fluoride dentifrice if they re-
side in a nonfluoridated area or if they 
have a greater tendency to develop cav-
ities.’’

[60 FR 52507, Oct. 6, 1995; 60 FR 57927, Nov. 24, 
1995; 61 FR 51187, Oct. 7, 1996; 64 FR 13296, 
Mar. 17, 1999]

§ 355.55 Principal display panel of all 
fluoride rinse drug products. 

In addition to the statement of iden-
tity required in § 355.50, the following 
statement shall be prominently placed 
on the principal display panel: ‘‘IM-
PORTANT: Read directions for proper 
use.’’

§ 355.60 Professional labeling. 
(a) The labeling for anticaries fluo-

ride treatment rinses identified in 
§ 355.10(a)(3) and (c)(3) that are spe-
cially formulated so they may be swal-
lowed (fluoride supplements) and are 
provided to health professionals (but 
not to the general public) may contain 
the following additional dosage infor-
mation: Children 3 to under 14 years of 
age: As a supplement in areas where 
the water supply is nonfluoridated (less 
than 0.3 parts per million (ppm)), clean 
the teeth with a toothpaste and rinse 
with 5 milliliters (mL) of 0.02 percent 
or 10 mL of 0.01 percent fluoride ion 
rinse daily, then swallow. When the 
water supply contains 0.3 to 0.7 ppm 
fluoride ion, reduce the dose to 2.5 mL 
of 0.02 percent or 5 mL of 0.01 percent 
fluoride ion rinse daily. 

(b) The labeling for products mar-
keted to health to health professionals 
in package sizes larger than those spec-
ified in § 355.20 shall include the state-

ments: ‘‘For Professional Office Use 
Only’’ and ‘‘This product is not in-
tended for home or unsupervised con-
sumer use.’’

Subpart D—Testing Procedures
§ 355.70 Testing procedures for fluo-

ride dentifrice drug products. 
(a) A fluoride dentifrice drug product 

shall meet the biological test require-
ments for animal caries reduction and 
one of the following tests: Enamel solu-
bility reduction or fluoride enamel up-
take. The testing procedures for these 
biological tests are labeled Biological 
Testing Procedures for Fluoride 
Dentifrices; these testing procedures are 
on file under Docket No. 80N–0042 in 
the Dockets Management Branch 
(HFA–305), Food and Drug Administra-
tion, rm. 1–23, 12420 Parklawn Dr., 
Rockville, MD 20857, and are available 
on request to that office. 

(b) The United States Pharmacopeia 
fluoride dentifrice reference standards 
along with reference standard stability 
profiles (total fluoride, available fluo-
ride ion, pH, and specific gravity) re-
quired to be used in the biological tests 
are available to any purchaser upon 
written request to the United States 
Pharmacopeial Convention, Inc., 1260 
Twinbrook Parkway, Rockville, MD 
20852. 

(c) Alternative testing procedures 
may be used. Any proposed modifica-
tion or alternative testing procedures 
shall be submitted as a petition in ac-
cord with § 10.30 of this chapter. The pe-
tition should contain data to support 
the modification or data dem-
onstrating that an alternative testing 
procedure provides results of equiva-
lent accuracy. All information sub-
mitted will be subjected to the disclo-
sure rules in part 20 of this chapter.

PART 357—MISCELLANEOUS INTER-
NAL DRUG PRODUCTS FOR 
OVER-THE-COUNTER HUMAN USE

Subpart A [Reserved]

Subpart B—Anthelmintic Drug Products

Sec.
357.101 Scope. 
357.103 Definition. 
357.110 Anthelmintic active ingredient. 
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